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Independent Assessor Bulletin – Issue 7   
Dear Independent Assessors,

Welcome to the seventh issue of the Independent Assessor (IA) Bulletin. This bulletin has now been in circulation for over a year and we hope you continue to find it useful and informative. If you have any suggestions or ideas for items you would like to see in future editions please let us know. 

Approvals to date

Between 1 September 2006 and 30 November 2007, 1013 IA reports have been submitted to the Human Tissue Authority (HTA), 1008 of which have been approved. Two cases have not been approved to date. Three cases are awaiting further clarification before they can be adequately assessed.

The average turn-around time for IA reports has been three working days. 

Of the 1008 reports approved: 
· 981 have been for emotionally / genetically directed kidney donations

· 17 have been for emotionally / genetically directed liver lobe donations

· Two have been for emotionally / genetically directed lung lobe donations

· Four have been for paired kidney donations

· Four have been for altruistic non-directed kidney donation. 


IA Conference 

The HTA held its first IA Conference on 23 October, attended by IAs and transplant unit members. This was the first event of this kind but we hope it will now become an annual event. 
Many thanks to those of you who participated. We felt it was a very enjoyable and productive day. We hope you did too and took advantage of the opportunity to share your experiences and views with other IAs.  
A question and answer briefing that summarises the issues we explored on the day is attached as an appendix to this bulletin. The scenarios along with the plenary discussion notes are also available on the Past events and public meetings page of our website. Those of you who were unable to attend the event may find it of interest to get a flavour of the issues that came up on the day.

Following feedback received at the conference, we are now also circulating this bulletin to living donor coordinators for their information. 

E-learning course

As you are aware from previous bulletins, the HTA has recently launched a new interactive e-learning course for IAs. This is now available and ready for use. The course is designed for use in training new IAs and for IAs undertaking refresher training as part of their annual reaccreditation.

The e-learning course has received CPD approval from the Royal College of Physicians, and as with attendance at IA training days, completion will allow you to accrue CPD credits. 

This can be accessed on our website. You will need a username and password to enter the course. These are the same log in details that you use to enter the online submission system. 

If you have any questions, or technical problems with the system, please contact the transplant approvals team at transplants@hta.gov.uk

Reaccreditation

As you are aware, the re-accreditation process was completed in September. You should now have received letters informing you of the outcome of the process. 

Reaccreditation notices will be issued shortly to all IAs and will be valid until September 2008. 

For those of you who are required to complete the refresher training through the e-learning course, this should have been successfully completed by the end of November. This is a necessary part of your reaccreditation. If you have not yet completed the course please contact us as soon as possible to discuss next steps.  

Revision of transplant Codes of Practice 

We are now revising all our Codes of Practice, including the Code on Donation of Organs, Tissues and Cells for Transplantation. The changes we make will reflect the practical experience of operating the approvals system over the past eighteen months. 

We will issue the draft revised versions of the Codes for consultation, at which stage all stakeholders will have the opportunity to comment. We expect this to take place in summer 2008. 

Our current Codes of Practice are available in the guidance section of our website.    

Information about Living Donor Transplant Leaflet 

Our Living Donor Transplant Leaflet has now been revised and approved by the Plain English Campaign. The main section which has been updated is the section entitled ‘About the HTA’ in order to reflect that we have now been in operation for over a year. 
If you have pre-ordered leaflets, they will be posted out to you shortly. If you would like to order more leaflets for your Trust please contact Sarah Beyer on 020 7211 3403 or email sarah.beyer@hta.gov.uk.

OSS login reminder  

For those of you who are new to the system or have not submitted a report recently, this is just a reminder that the system can be accessed via the following link; 

https://online.hta.gov.uk/hta.Logon/. 

Please note that if you are accessing the system via the website then you need to go to the Independent Assessor page to enter the system not log onto the general home page, as the log in details on this page relate to a different online system. 
Wider implications – section E33
Please be aware that as part of your assessment you need to consider whether the donor has understood and addressed the wider implications relating to the donation. In particular it is important to ascertain whether they have thought about the after care arrangements with their employer, family members or dependent children. 
Examples of good practice for the narrative sections of the reports can be found in IA Bulletin Issue 1 and IA Bulletin Issue 2. 

Media Coverage – A reminder 

Media coverage of a prospective donation is to be avoided as this could have a coercive effect on the donor and / or prejudice anonymity. If you are approached by the media about any aspect of the transplant process, please contact the HTA Communications Team on 020 7211 3416. 

Christmas arrangements 

As the Christmas season is approaching, we would like to take the opportunity to advise you that the HTA office will be closed on 25 and 26 December 2007 and on 1 January 2007.  The HTA’s transplant approvals team will be considering submissions from IAs during this period, but we recommend that you submit only urgent cases at this time. 

The emergency out of hours service will operate over the whole Christmas period. Details of this process can be found in IA Bulletin Issue 5. We expect that such cases would occur very rarely and would usually be triggered by fulminant liver failure.

Thank you for your continued cooperation and support - we do appreciate it. 

Best wishes for the festive period,       

Mandip Kaur 
Policy Officer 

Human Tissue Authority 
ANNEX A 
Independent Assessors Conference 23 October 2007: Note of questions and answers from the day

Assessments

Is it possible for IA assessments to be undertaken at the start, middle or end of the living donor work up process?  Or do they have to be undertaken following completion of a potential donor’s work up? 

· We have advised that referrals for IA assessment should be made once work up has been completed. 

· If referrals occur at the beginning of the process IAs could be required to assess a significant number of cases that then don’t proceed. 

· It was agreed the HTA would consider guidance on this issue further.   
What is the best approach to the over 16 but under 18 recipient? 
· With cases where the recipient is a child under 18, the donor and recipient don’t need to be seen separately. 

· Whether an IA considers it would be appropriate to do so will depend on the child in question. IAs may wish to discuss this with the person with parental responsibility and with transplant teams. They should also consider whether the hospital has any policies relevant to this area that need to be borne in mind. 

Reporting requirements and the approvals process

Why is it necessary in the OSS report to fill in both a tick box and also have to include within the free text sections a statement regarding donors and recipients being seen both separately and together?

· The form has been developed after extensive work and research including IA and transplant teams’ input.  

· The first version of the online form had required confirmation in free text sections that donors were seen separately and together, however - in view of feedback and the number of follow up confirmations this had required when that information hadn’t been included - the second (and current) version of the online form instead includes a tick box to confirm this requirement has been fulfilled. IAs are not therefore required to also confirm this information within free text sections.  

· Finally, the HTA has a responsibility to fulfil the legal obligations of the Human Tissue Act and the reporting format ensures that the IA can provide the relevant information to ensure that these requirements have been satisfied. 
How are the IA reports checked at the HTA, and who by?  

· The online form had been developed based on the legal requirements set out in the HT Act to ensure that the Authority’s obligations for the regulation of living organ donations were properly met. This had been done with the input from legal advisers. 

· We outlined how cases submitted to the HTA for approval were analysed and checked by the members of the transplant approvals team, and that the team are all trained to analyse reports, and are also able to draw on specialist advice to discuss more technical/medical issues. 
· Difficult and rare cases are reviewed and assessed by a Panel.
In what circumstances is it envisaged that the emergency out of hours approval system would be needed?  

· Urgent approval may be required in cases of fulminant liver failure, where the recipient would likely not survive without an urgent transplant.  

· In these cases the IA would see the patient and then contact the HTA transplant emergency approvals team where a decision would be made over the phone.   
· Should an urgent approval be requested by a Transplant Unit, the HTA would need to establish that there was a proven clinical need for an urgent transplant. 

· The IA would need to complete a report afterwards in such instances.

· In the two cases where this process has previously been necessary, Adrian McNeil had been the HTA contact point and had sought assurance from the clinician that there was medical urgency which therefore required immediate approval. 

· It was noted that as it relates to cases of fulfilment liver failure, this procedure would currently only be applicable for two centres in the UK. 

How was the six month limit for assessments decided?  

· The reason that the HTA set a limit of six months is to ensure that the circumstances relating to the donor and recipient have not changed significantly. 

· It is possible for the circumstances to change over a period of time, and that the information gathered by the IA for a particular case may not be accurate after the original six month period has elapsed.  

· Should a case not proceed within this timeframe, the donor and recipient will therefore need to be assessed again by an IA, and a new decision given by the HTA. 

· We do not wish to hold up any transplantation unduly if all the requirements of the legislation have been fulfilled.  

· In certain exceptional cases where a procedure is scheduled just outside the six month deadline and it can be confirmed that no significant changes in circumstances have occurred since approval was given it may be possible to proceed based on the current approval, provided that permission is sought from the HTA. 

· This will be assessed on a case by case basis, and the HTA should be approached as soon as possible regarding such cases. 

How many cases have the HTA not approved?  
· Two cases have not been approved.  One of these was due to an inability to establish and confirm the donor/recipient relationship was as stated. 

· Additionally on a small number of occasions reports that have been submitted to the HTA have then been withdrawn before a formal decision has been made. This was done following discussion with Transplant teams and on agreement with them that cases would not be taken forward. 
What should happen if after approval is given surgeons change their mind about which kidney or which procedure – does this affect the original decision? 
· In respect of HTA requirements relating to informed consent we don’t consider which kidney is removed would require further assessment as the issues to be considered during the original assessment relating to free and informed consent will not have changed. 

· Where the nature of the procedure changes, further assessment will be required to ensure that the donor has had the new procedure explained to him by a registered medical practitioner and that they understand the nature of that procedure and the associated risks and recovery times. 

Have the HTA sought donor/recipient feedback regarding the IA process?  

· No, however the HTA will take the idea on board and consider the merits of undertaking such an evaluation.

Coordinators

Should the Living Donor Co-ordinator be kept in the loop with IA Bulletins?  

· Yes, if this would be useful to co-ordinators this will be done from now on.
Reaccreditation

If the IAs contact the HTA regarding a report is it considered a clarification (negative score for re-accreditation)? 

· No, it is not considered a clarification if the initial contact is made by the IA about a report. 
· We recognise that in some instances where the HTA require further information from an IA about a case it may not be because the IA has failed to communicate all required elements of the case but because of the particular circumstances or complications of the case itself. 

· Likewise, where an IA contacts us in respect of a report we may then go back to them for further information about the issue they raised or its resolution. 

· These communications are recorded by us so we hold full documentation for each report. They would not be counted as clarifications in terms of assessment for reaccreditation. 

Should the number of assessments affect re-accreditation? 
· A minimum number of assessments are required to be completed in order to ensure that IAs have had an opportunity to utilise their knowledge and skills in the preceding year, allowing them to remain well-versed on HTA reporting requirements.  

· The HTA are aware that the number of reports an IA submits is dependent upon several factors, including extended leave. 

· This is reflected in the small number of reports IAs are expected to complete in a given year (and it also possible this number may be reviewed for the next reaccreditation process). 

· The HTA will also take into account any extenuating circumstances which may have prevented an IA from undertaking the minimum number of reports (e.g. there were only three assessments for the hospital for the entire year).  

· For this first reaccreditation year we understood that there were other factors which may have limited an IA's ability to complete the minimum number of reports required.  Therefore, any IA who did not complete the minimum number of reports was also assessed on quality of the reports provided.  If they achieved the criterion in this section, the majority were reaccredited without requiring refresher training.

· It is also important to note that the re-accreditation process and assessment leads to some IA’s being required to undertake refresher training before they are reaccredited, rather than them ‘failing’ reaccreditation. 
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